AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

Centers for Medicare & Medicaid Services, HHS

or be able to produce an exact dupli-
cate of each testing laboratory’s re-
port; and

(3) The authorized person who orders
a test must be notified by the referring
laboratory of the name and address of
each laboratory location where the test
was performed.

(j) All test reports or records of the
information on the test reports must
be maintained by the laboratory in a
manner that permits ready identifica-
tion and timely accessibility.

(k) When errors in the reported pa-
tient test results are detected, the lab-
oratory must do the following:

(1) Promptly notify the authorized
person ordering the test and, if applica-
ble, the individual using the test re-
sults of reporting errors.

(2) Issue corrected reports promptly
to the authorized person ordering the
test and, if applicable, the individual
using the test results.

(3) Maintain duplicates of the origi-
nal report, as well as the corrected re-
port.

[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22,
2003]

§493.1299 Standard: Postanalytic sys-
tems quality assessment.

(a) The laboratory must establish
and follow written policies and proce-
dures for an ongoing mechanism to
monitor, assess and, when indicated,
correct problems identified in the
postanalytic systems specified in
§493.1291.

(b) The postanalytic systems quality
assessment must include a review of
the effectiveness of corrective actions
taken to resolve problems, revision of
policies and procedures necessary to
prevent recurrence of problems, and
discussion of postanalytic systems
quality assessment reviews with appro-
priate staff.

(c) The laboratory must document all
postanalytic systems quality assess-
ment activities.

[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22,
2003]

Subpart L [Reserved]

§493.1357

Subpart M—Personnel for
Nonwaived Testing

SOURCE: 57 FR 7172, Feb. 28, 1992, unless
otherwise noted.

§493.1351 General.

This subpart consists of the per-
sonnel requirements that must be met
by laboratories performing moderate
complexity testing, PPM procedures,
high complexity testing, or any com-
bination of these tests.

[60 FR 20049, Apr. 24, 1995]

LABORATORIES PERFORMING PROVIDER-
PERFORMED MICROSCOPY (PPM) PRO-
CEDURES

SOURCE: 60 FR 20049, Apr. 24, 1995, unless
otherwise noted.

§493.1353 Scope.

In accordance with §493.19(b), the
moderate complexity procedures speci-
fied as PPM procedures are considered
such only when personally performed
by a health care provider during a pa-
tient visit in the context of a physical
examination. PPM procedures are sub-
ject to the personnel requirements in
§§493.1355 through 493.1365.

§493.1355 Condition: Laboratories per-
forming PPM procedures; labora-
tory director.

The laboratory must have a director
who meets the qualification require-
ments of §493.1357 and provides overall
management and direction in accord-
ance with §493.1359.

§493.1357 Standard; laboratory direc-
tor qualifications.

The laboratory director must be
qualified to manage and direct the lab-
oratory personnel and the performance
of PPM procedures as specified in
§493.19(c) and must be eligible to be an
operator of a laboratory within the re-
quirements of subpart R of this part.

(a) The laboratory director must pos-
sess a current license as a laboratory
director issued by the State in which
the laboratory is located, if the licens-
ing is required.

(b) The Ilaboratory director must
meet one of the following require-
ments:
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